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GERMANY 



Dear Sirs 



CHAPTER n PROCEEDINGS 



International Patent Application PCT/GB 00/01233 
HENDERSON MORLEY 
Our Ref: P02837PCT 

We now lodge the following in reply to the Written Opinion: 

- a new set of Claims 

- substitute pages of description having new statements of 
invention. 

Original Claims 1, 2 and 8 have been cancelled. The Claims for extracting the 
active ingredient from plant material have been refashioned; tliere is no 
teaching in t±ie art to take these steps to extract an active ingredient from this 
source. Original Claims 13 and 14 have been cancelled. The right to restore 
original Claims 1, 2, 8, 13 and 14 at the national phases is reserved. 

Please date-stamp and return the enclosed copy of this letter to acknowledge 
safe receipt. 

Yours faithfully 



LAURENCE SHAW 
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ENCLOSURE "A" 

CLAIMS 

Use of water-soluble extract of Palmaria palmata for the production of a 
pharmaceutical composition effective against viruses. 

Use according to Claim 1, wherein the composition is adapted for administration 
orally, intravenously, or topically. 

Use according to Claim 2, adapted for ingestion orally. 

Use according to Claim 2 or 3. comprising a 200 mg. capsule, to be ingested 
three times daily. 

Use according to any preceding Claim, adapted for administration in the 

treatment of viruses of the Herpes family. 

A method of recovering the water-soluble extract of Palmaria palmata for use in 
the production of a pharmaceutical composition effective against viruses, the 
method comprising drying the Palmaria palmata to a predetermined water 
content, comminuting the material to a fine powder and then dissolving the 
powder in water. 



1 



A method according to Claim 6. including the step of storing the powder at or 
below room temperature. 

A method according to Claim 6 or 7. including the step of centrifuging the solution 
and recovering the supernatant, 

A method according to Claim 6, 7 or 8, wherein the dried material is mixed with 
water in the ratio of 50g:300ml. 
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1 . Tills International preliminary examination report has been prepared by tills Intemational Preliminary Examining Authority 
and Is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

^ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 6 sheets. 
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I S Basis of the report 
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Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 


IV 
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Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, Inventive step or industrial applicability; 
citations and explanations suporting such statement 


VI 
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Certain documents cited 
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Certain defects in the International application 


Vlll 
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Certain observations on the international application 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/GBOO/01 233 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office In response to an Invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70, 1 7)): 
Description, pages: 



4-1 3 as originally filed 

1-3,3a as received on 28/02/2001 with letter of 22/02/2001 
Claims, No.: 

1-9 as received on 28/02/2001 with letter of 22/02/2001 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or fumished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)), 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation fumished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written forrn. 

□ fumished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the'disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report,) 

6. Additional observations, if necessary: 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-9 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-5 




No: 


Claims 


6-9 


Industrial applicability (lA) 


Yes: 


Claims 


1-9 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the forni or contents of the international application have been noted: 
see separate sheet 
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Re Section V: Reasoned statement under Article 35(2) with regard to nov Ity, 
inventive step or industrial applicability; citations and explanations supporting such 
statement 

1 . Prior Art: Reference is made to the following document cited in the Intemational 
Search Report 

D1 (WO 91 07946 A) discloses extracts of algae for the preparation of compositions 
with anti-radical activity (claim 1). On page 4 an extract of Palmaria palmata using 
180 ml water and 20 ml isopropanoi is prepared. 

2. Novelty (Article 33(2) PCX): 

2.1 Claim 1 relates to the use of water-soluble extracts of Palmaria palmata for the 
production of a pharmaceutical composition effective against viruses. As document 
D1 does not disclose such a use, the subject-matter of claim 1 and dependent claims 
2-5 seems to be novel. 

2.2 Claim 6 relates to a method of recovering the water-soluble extract of Palmaria 
palmata. As document D1 does not disclose the same process, the subject-matter 
of claim 6 and dependent claims 7-9 seems to be novel. 

3. Inventive Step (Article 33(3) PCT): 

3.1 Claim 1 relates to the use of water-soluble extracts of Palmaria palmata for the 
production of a pharmaceutical composition effective against viruses. As there is no 
indication in the prior art of an anti-viral activity of Palmaria palmata extracts, the 
subject-matter of claims 1 -5 seems to be inventive. 

3.2 Claim 6 relates to a method of recovering the water-soluble extract of Palmaria 
palmata. Although the prior art does not disclose the same process, the individual 
steps set out in claims 6-9 are well known and the skilled person would regard it a 
normal design procedure to combine all these features. The indication of the intended 
use of the extract is not considered capable of characterizing the method as such. 
Thus, the subject-matter of claims 6-9 does not seem to involve an inventive step. 



Form PCT/Separate Sheet/409 (Sheet 1) (EPO-April 1997) 



INTERNATIONAL PRELIMINARY International application No. PCT/GBOO/01 233 
EXAMINATION REPORT - SEPARATE SHEET 

4. Industrial ApDiicabilitv fArticle 3314) PCT) : 

The subject-matter of claims 1-9 concems products and processes which are 
industrially applicable under Article 33(4) PCT. 

Re Section VII: Certain defects in the international application 

5- The conclusion of example III (p 13) seems to be unclear. 
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ANTIVIRAL COMPOSITION 



The invention relates to an anti-viral composition useful in the therapeutic or 
prophylatic treatment of a range of viral conditions. More particularly the 
invention is useful in the treatment of Herpes viral infections. 

It has been suggested that certain marine algal species have anti-viral activity, for 
example, Ehresmann, 1977, J PhycoL 13:37-40. However, the species so far 
identified as having anti-viral action are both rare in their occurrence and difficult 
to harvest as well as being impossible to grow in culture. This has limited their 
usefulness. 



The invention is based on the realisation that, extracts of Palmaria palmata are 
useful for the purpose specified. Palmaria palmata is different in that it is 
abundant, may be artificially cultured and therefore may be used more easily to 
mass produce an anti-viral material. 

In one aspect the invention provides use of water-soluble extract of Palmaria 
palmata for the production of a pharmaceutical coniposition effective against 
viruses. 

In one specific aspect the invention provides a water soluble extract of Palmaria 
palmata for use as an anti-viral agent, especially against viruses of the Herpes 
family. 
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The composition may be formulated for application in any suitable way, e.g. as a 
capsule, a tablet, suppository, injectable solution, topical cream; or the like. In 
addition the extract may be used as an additive for a foodstuff, in a face mask; or 
the like. 

For oral application there is provided a 200 mg. capsule, to be ingested three times 
daily. 

In yet another aspect the invention provides a method of treating herpes virus 
infections in human or animal subjects, comprising applying to the subject a 
water soluble extract of Palmaria palmata. Preferably the application is ingestion. 



The rate of application may be determined by routine experimentation. One 
preferred embodiment is a 200 mg capsule, to be ingested three times per day. 

In yet another aspect the invention provides a method of recovering the water- 
soluble extract of Palmaria palmata for use in the production of a pharmaceutical 
composition effective against viruses, the method comprising drying the Palmaria 
palmata to a predetermined water content, comminuting the material to a fine 
powder and then dissolving the powder in water. 

The method preferably includes the step of storing the powder at or below room 
temperature. Preferably the method includes the step of centrifuging the solutioii 
and recovering the supernatant. Preferably the dried material is mixed with water 
in the ratio of 50g:300mL 
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The full botanical name of Palmaria palmata is Algae Rhodophycota Rhodophyceae 



Palmaiiales Palmariacceae. Common names include Dulsk, Dillisk, Soel, Darusu, 
Goemon. A review of the chemical constituents of the red alga Palmaria palmata is 
published in Ek:onomic Botany 34(1), 1980, pp 27-50. This discloses at page 36 
that the major polysaccharide is a water-soluble xylan composed of P - (1 — > 3) and 
p - (1 4) linked D-xylose units which contain no sulphate ester or methoxyl 
groups. 

The water soluble extracts of Palmaria palmata are extremely effective for the 
treatment of viruses of the Herpes family including Herpes simplex type 1, Herpes 
simplex type 2, varicella zoster Qrtomegalovirus, himian Herpes type 6 and human 
Herpes type 8. The anti-viral activity of these water soluble extracts may also be 
effective against other viruses. 

Biochemical analyses of Palmaria palmata show that the major components are as 
follows: 

Protein: 

The classical Kjeldahl method support a high protein content of Palmaria palmata. 
Lipids: 

Lipids may be extracted using a solvent into which lipids dissolve, e.g. chloroform. 

Minor components include vitamins and minerals including carotene, ascorbic 
acid, calcium, iron, and iodine. 



AMENDED SHEET 



28-02-2001 • VjOrsot x--; ^ -o, rvGB,i000001233 



3a 

Garb hydrates: 

The full botanical name of Palmaria palmata is Algae Rhodophycota Rhodophyceae 
Palmariales Palmariacceae. Common names include Dulsk, Dillisk, Soel, Darusu, 
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CLAIMS 



1. Use of water-soluble extract of Palmaria palmata for the production of a 
pharmaceutical composition effective against vimses. 

2. Use according to Claim 1 , wherein the composition is adapted for administration 
orally, intravenously, or topically. 

3. Use according to Claim 2, adapted for ingestion orally. 

4. Use according to Claim 2 or 3, comprising a 200 mg. capsule, to be ingested 
three times daily. 

5. Use according to any preceding Claim, adapted for administration in the 
treatment of vimses of the Herpes family. 

6. A method of recovering the water-soluble extract of Palmaria palmata for use in 
the production of a pharmaceutical composition effective against viruses,- the 
method comprising drying the Palmaria palmata to a predetermined water 
content, comminuting the material to a fine powder and then dissolving the 
powder in water. 



AMENDED SHEET 



28-02-2001 



GB 000001233 



7. A method according to Claim. 6, including the step of storing the powder at or 
below room temperature. 

8. A method according to Claim 6 or 7, including the step of centrifuging the solution 
and recovering the supernatant. 

9. A method according to Claim 6. 7 or 8, wherein the dried material is mixed with 
water in the ratio of 50g :300ml. 
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